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Mr. Ronald L. Wilson 
Director 

Health Assessment Policy Staff 
Office of Health Affairs (HFY-20) 

Department of Health & Human Services 
Food and Drug Administration 
5600 Fishers Lane, Room 15-22 
Rockville, Maryland 20857 

Re: Patent Term Extension for U.S. Patent 4,572,912 

PRELAY™/REZULIN W (troglitazone) 

Your Docket No.: 97N-0145 

Our Docket No.: 84566/HG _ 


Dear Mr. Wilson: 

This has reference to your letter dated May 21, 1997 to 
Mr. Stephen G. Kunin of the U.S. Patent and Trademark Office 
concerning the above-identified matter. 

The second sentence of your May 21, 1997 letter 
referred only to New Drug Application (NDA) No. 20-719. However, 
it is noted that the human drug product identified in the patent 
term extension application, i.e., troglitazone, was assigned New 
Drug Application (NDA) No. 20-720 (for REZULIN™), as well as New 
Drug Application (NDA) No. 20-719 (for PRELAY™). 

It would be appreciated if the FDA record in this 
matter refers to both NDA No. 20-719 and NDA No. 20-720. 

Very truly yours, 

l^bert God^ 

^Attorney for Applicant 

HG/ma 

cc: Mr. Stephen G. Kunin 
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